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\ 608cb Street, N.E.
Manta, Gemigia30309.
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December 2, 1996 - 3. ~
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Roger L. Folsorn,President
Chantey-FolsomInc.
(dba) NM 1st
1016 Claxton Dairy Road
Suite 2C
Dublin, Georgia 31021

Dear Mr. Fohom:

An inspectionof yourmedicaloxygen transfilliig facility wascondueted on Novemb& 15, 1996,

B

by Investigators B. Douglas Brogdenand Jackie M. Douglas. Our investigators documented
numerous significant deviations from the Current Oood Manuftig Practice ReguMions “
(GM%) as set forth in Title 21 of the Q&of F~ “ (21 C!FR),Part 211. These
deviations cause your transftied drug protkt, Oxygen USP, to be adulterated within the
meaning of Section 501(a)(2)(B) of the Federal, Food, Drug and CosmeticAct (the Act).

YOI.!we failed to assure that all compressed medical oxygen tninsfilled and distributed by your
facility conforms to appropriate final specifications, to include identity and purity, prior to
release. Although the H cylinders used for tmnsfilling are Labeledas Oxygen USP, you could
provide no other assurance as to the purity or suitability of these drug products. You could
provide no analytical test results for any of the H cylinders utilized for transiting. No
Certifute of Analysis had beerJreceived for any incoming H cylinder. In addition, you could
provide no documentation that any cylinder tqinsfil!edover the last year had been tested for
purity or identity.

&required calibrati~ steps Wae not performed on your~yzer each day of use.
No dtbration records for W Wy= Wemavti~le and the requiredcalibration standard had
never been pur’dXWd.

.

You have ftied to ensure th~ each p- engaged in the manufacture, pmcessikg and
transfilling of this drug p~~t, ad -h p-n msponsiblc for supewking these activities, has
the education, training, md =@en= to CII*!C h~ wm to perform tMr assigned fhnctions
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in such a manner as to provide WUfWKC M YOW dmg ptiuct has the quality and purity that
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it purpo~ or is represent to possess. This training must be in the particular operations that
the employee performs and include current good manufacturing practice as it relates to the
employee’s functions. In fact no one at the firm had ~eived training commensurate with their
responsibWies. “, .

3.
This lack of tmining was exemplified by your firm’s total Iac~of compliance with the a@icable
regulations for the trsnsfilling of Oxygen USP. You wire not famiIiar with the appropriate
quality controi steps required for transfilling. Prefill and filling tests such as odor testing, feak
testing, and checking of hydrostatic test dates were not being performed. You expressed a
complete lack of understanding of any of the GMP or registration requirements fb?r drug
manufacturers.

You have failed to establiih formlized written procedures to cover any of the various aspects
of the transfilling o~ration. None of the required production records were maintained to
document each significant step in the transfilling of this drug product. No records were
available of the number of cylinders filled, the parent lot of oxygen used, the dates cylinders
were transfilled, or any lot numbers utilized by your firm.

In addition, the label placed on the drug product transf~ to your cylinders is woefully
inadequate. Your medical gas product is misbranded within the mean~ of section 502(f)(l)
of the Act. Oxygen USP is a prescription drug and your label fds to bear adequate directions
for use in accordancewith21 CFR 201.1OO(C).The requirement of 201.100 wouldbe smisfied
if your labeling met the requirements described in the Federal Register of March16, 1972, (37

)
FR 5504) entitled “Oxygen and Its Delivery Systems, Proposed Statement of Policy”. A copy ..
of this policy is enclosed. s

In addition, your product is misbranded in accordance with Section 502(b)(2) of the Act, in that
its labeling ftils to contain a statement of the quantity of the contents. Your product is also
misbrandedin accordancewith SectionX)2(g)of the Act, in that its labeling fails to indicate if
the oxygen has been produced by the air-liquefaction process.

In additiim, yourproduct is misbranded in accordance with Section 502(0) of the Act, in that
the drug was transfilled in an establishment not duly registered under Section 51Oand the drug
has not been listed as required by Section 510fj). You were provided registration and listing
forms by the investigators.

At the conclusion of the inspection,Investigators’Douglasand Elrogdenissuedtheir Inspectional
Observations(FDA483) to md discussedtheir findings with you. Neither the above discussion
of deficiencies, nor the FDA 483, should be construed as an all inclusive list of violations that
may be in existence at your firm. It is yourresponsibilityto ensure that all requirementsof the
Act are being met at this facility. . .
you s~uld take immediateaction to correct these violations. Failure to promptly correct these .
deviations may result in Iega mtions pmvidd by the law such as product seizure and/or
injunction, without fufiher notice to you. Federal agenciesare advisedof the issuanceof all
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warning letters involving drugs so
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that they may take this information into account when

D
considering the award of contracts. \

Youare requested to notify this office within fifteen (15) days of -ipt of this letter of all steps
you have taken, or intend to take, to correct these violations. Your response should dew any

rproposed actions regardhg any oxygen cylinders currently iti distribution which ha ~ not been
properly tested and any determination on whether you. plan to continue tramfillipg. ‘We
acknowledge your decisionto voluntarily cease transfilling operations until you can bring your
firm into compliance. We are also requesting that you notify this office prior to resuming
distribution of transfilled oxygen. Your response should be addressed to Philip S. C%npbell,
Compliance Officer, at the address noted in the letterhead.

Sincerely yours, n f

/’@&&,jg?#Lz
‘ I%llard H. Grahti, Director

Atlanta DIStt’iCt

Enclosure

cc: Hubertchancy, me President

B
Chancy Health Care Services
205 E. Main Street
Hahira, Georgia 31632 “
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